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1. INTRODUCTION:

Project VALOR is a large-scale, longitudinal registry of PTSD in combat-exposed
OIF/OEF/OND male and female veterans. The objective of the current study is to
systematically expand the longitudinal assessment by collecting follow-up data at
additional time points for multiple domains of interest. Patterns of longitudinal
change in the VALOR cohort will be empirically classified into trajectory subtypes
by means of latent growth mixture modeling. The availability of comprehensive
data on PTSD symptoms, related exposures, and outcomes at multiple time
points in a cohort of VA users with and without PTSD provides a unique
opportunity to examine a number of hypotheses regarding longitudinal trajectories
in combat-exposed veterans. In addition, the large proportion of women in our
sample will allow us to examine variation in the associations by gender.

Using baseline and follow-up data from participants in Project VALOR, we will
evaluate the following specific aims:

1. Examine trajectories of PTSD symptomatology and diagnosis by chart
and diagnostic interview assessments in combat-exposed men and women.
2. Examine the nature and extent of military sexual trauma (MST) in combat-

exposed men and women who have utilized the VA Healthcare System, including
the contribution of MST to PTSD symptoms and diagnosis.

3. Examine associations of PTSD, mTBI, major depressive disorder (MDD),
and treatment utilization in relation to changes in suicidal ideation.

2. KEYWORDS:
Post-traumatic stress disorder (PTSD), military sexual trauma (MST), suicide,
combat-exposed veterans, PTSD trajectory, longitudinal, VA utilization

3. OVERALL PROJECT SUMMARY:

In quarter one of this year, 511 participants were consented to participate in the
study and 381 subjects completed their participation in the first phase (consisting
of an online questionnaire and telephone interview). By the end of quarter two, a
total of 1168 subjects were consented to participate and 933 subjects had
completed the study. At the end of quarter three, a total of 1448 participants were
consented and 1268 subjects had completed the study. In quarter four, we
completed the first round of data collection. Out of the total Project VALOR
sample (n=1649), 1460 participants (88.5%) were consented for participation and
1348 patrticipants (81.7%) completed their participation in the first phase of the
study. In total, 49 participants (3% of the sample) declined to participate in the
study. To date, all of the data from the first round of data collection has been
entered and we are in the process of cleaning that data for use in future analyses.
In September of 2014, we started recruitment for the second round of data
collection. To date, 98 participants have agreed to participate and 61 participants
have completed their participation in the second round of data collection.
Throughout the year, we have continued to analyze data from the first Project
VALOR grant for multiple manuscripts and presentations.

4. KEY RESEARCH ACCOMPLISHMENTS:

Nothing to report



5. CONCLUSION:

The PTSD registry will provide information to assist researchers, military
leaders, and treatment providers to better understand PTSD and related
problems, with specific focus on the course of the disease, suicidal ideation,
and military sexual trauma. This knowledge will be of benefit to health care
providers, policy makers and current service members as well as victims of
trauma in the broader community. It will include:

« Evaluation of long-term outcomes of PTSD;

A more accurate assessment of current theoretical models of symptom
development, and;

* Documentation of health resource utilization and development of a database
that would serve as a resource for health services planning and policy.

Furthermore, this study will contribute:

*The formation of a potential cohort of subjects for ancillary studies, ranging
from genomic influences to quality of life and psychosocial outcomes, as well
as future clinical trials;

* The creation of a representative sample of PTSD OEF/OIF Veterans who use
the VA medical system, available for use in epidemiologic studies, particularly
for comparisons with active duty and other Veteran or civilian populations;

« Utility to clinicians, patient advocacy groups, and health policy planners;
*Publications and dissemination of the registry results to provide a
representative perspective of what is achieved in actual current care settings,
thereby augmenting outcomes data from clinical trials.

6. PUBLICATIONS, ABSTRACTS, AND PRESENTATIONS:
PUBLICATIONS

Holowka, D. W., Marx, B. P., Gates, M. A., Litman, H. J., Ranganathan, G., Rosen, R.
C., & Keane, T. M. (2014). PTSD diagnostic validity in Veterans Affairs electronic
records of Iraq and Afghanistan veterans. J Consult Clin Psychol, 82(4), 569-
579. doi: 10.1037/a0036347

Wolf, E., Miller, M., Kilpatrick, D., Resnick, H., Badour, C., Marx, B., . . . Friedman, M.
(in press). ICD-11 Complex PTSD in US National and Veteran Samples:
Prevalence and Structural Associations with PTSD. Clinical Psychological
Science.

Miller, C., Wolf, E., Kilpatrick, D., Resnick, H., Badour, C., Marx, B., . . . Friedman, M.
(under review). The impacts of proposed changes to ICD-11 on estimates of
PTSD prevalence and comorbidity relative to DSM-5 and ICD-10 criteria.
American Journal of Psychiatry.

PRESENTATIONS

Bovin, M., Green, J., Marx, B., Keane, T., & Rosen, R. (2014). The association between
military trauma types and psychopathology among OIF/OEF veterans. Paper
accepted for presentation at the 30th Annual Meeting of the International Society
for Traumatic Stress Studies, Miami, FL.



Engel-Rebitzer, E., Bovin, M., Marx, B., Rosen, R., & Keane, T. (2014a). Peritraumatic
Numbness and Posttraumatic Stress Disorder. Poster presented at the
Department of Veterans Affairs Research Week, Boston, MA.

Engel-Rebitzer, E., Bovin, M., Marx, B., Rosen, R., & Keane, T. (2014b). Peritraumatic
Numbness as a Longitudinal Predictor of PTSD and MDD. Poster accepted for
presentation at the Association for Behavioral and Cognitive Therapies,
Philadelphia, PA.

Engel-Rebitzer, E., Holowka, D., Rosen, R., Marx, B., & Keane, T. (2013). Peritraumatic
Anger and Current PTSD. Poster presented at the Second Annual BUMC and
VA Boston Joining Forces TBI/PTSD Conference, Boston, MA.

Engel-Rebitzer, E., Marx, B., Szafranski, D., Gallagher, M., Holowka, D., Rosen, R., &
Keane, T. (2014). Race as a Predictor of Concordance between PTSD
Diagnosis and Service Connection for PTSD. Poster presented at the 7th Annual
Anxiety and Depression Association of America Conference, Chicago, IL.

Engel-Rebitzer, E., Marx, B., Szafranski, D., Gallagher, M., Rosen, R., & Keane, T.
(2014). Predictors of Concordance and Discordance between PTSD Diagnosis
and Service Connection for PTSD. Paper accepted for presentation at the 30th
Annual Meeting of the International Society for Traumatic Stress Studies, Miami,
FL.

Kulish, A., Holowka, D., Marx, B., Fang, S., Rosen, R., & Keane, T. (2013). The
Influence of Race/Ethnicity and Gender on Psychosocial Functioning in Combat-
Exposed Veterans Post- OEF/OIF Deployment. Poster presented at the 47th
Annual Convention, Association for Behavioral and Cognitive Therapies,
Nashville, TN.

Ledoux, A., Green, J., Harte, C., Marx, B., Rosen, R., & Keane, T. (2014a).
Associations between posttraumatic stress, TBI and sexual function in male
OIF/OEF veterans. Poster presented at the Department of Veterans Affairs
Research Week, Boston, MA.

Ledoux, A., Green, J., Harte, C., Marx, B., Rosen, R., & Keane, T. (2014b).
Posttraumatic stress disorder symptom severity as a predictor of sexual function
in OIF/OEF veterans. Poster presented at the 7th Annual Anxiety and
Depression Association of America, Chicago, IL.

Ledoux, A., Green, J., Harte, C., Marx, B., Rosen, R., & Keane, T. (2014c). Symptoms
of PTSD as Predictors of Sexual Function in OIF/OEF Veterans. Poster accepted
for presentation at the 48th Annual Convention of the Association for Behavioral
and Cognitive Therapies, Philadelphia, PA.

7. INVENTIONS, PATENTS AND LICENSES:
Nothing to report

8. REPORTABLE OUTCOMES:
Nothing to report

9. OTHER ACHIEVEMENTS:

Three proposals that extend Project VALOR’s work on the prediction of risk for
suicidality are awaiting funding. The first two, entitled “Establishing an Empirically-



Based Method for Assigning Suicide Risk Status” and “Developing a Multidimensional
Suicide Risk Profiling System for Returning Veterans” have been accepted into a larger
proposal to fund the VA Patient Safety Center of Inquiry for Suicide Prevention. They
will work in tandem to examine large VA databases (Suicide Prevention Applications
Network or SPAN and the VA Corporate Data Warehouse or CDW) to develop and test
an empirically based approach to designating level of suicide risk, including the
identification of suicide risk profiles using latent profile analysis.

The third project is awaiting funding from the VA Quality Enhancement Research
Initiative (QUERI) Rapid Implementation Supplements for Operations and
Methodological Enhancements (RISOMEs) mechanism, and is entitled, “Enhancing
Suicide Risk Prediction Systems across VA and Private Healthcare Settings”. This
project will to combine the efforts of the previous two proposals with a third, similar
study to be conducted in not-for-profit civilian hospital systems. These three projects will
be collecting data and building risk calculation algorithms simultaneously. Through
shared knowledge and an iterative approach, an overarching risk prediction model,
using information from all three projects, will be developed with the ultimate goal of
implementation across all healthcare systems involved. This greatly expands the
generalizability and potential national reach of these projects.

10. REFERENCES
N/A
11. APPENDICES

N/A
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Study/Product Aim(s)
» Examine trajectories of PTSD symptomatology and diagnosis by
medical chart abstractions and diagnostic interview assessments in
combat-exposed men and women.
» Examine the nature and extent of military sexual trauma (MST) in
combat-exposed men and women who have utilized the VA
Healthcare System, including the contribution of MST to PTSD
symptoms and diagnosis.
* Examine associations of PTSD, mTBI, major depressive disorder
(MDD), and treatment utilization in relation to changes in suicidal
ideation

Approach

To develop the first longitudinal registry of combat-exposed men and
women with post-traumatic stress disorder (PTSD), 1649 participants
from across the country will complete a second follow-up round of
online questionnaires, and telephone interviews. We will also have
access to our participants’ electronic VA medical charts.
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Data collection for Phase 2 began 9/2014. Analysis of Phase 1 data is ongoing.

Timeline and Cost

Activities cy| 13 \ 14 15 16

Data Collection (Rounds 1-3)

Analysis of Data (Phase 1 and 2) [ |

Publications and Presentations [ |

Preparation of Dataset for Future
Use

Estimated Budget ($K) $347.5 $341.8| $430.3

Updated: (October 15, 2014)

Goals/Milestones

CY13 Goal - Continue Data Collection

M Collection of Round 1 data

M Continue analysis of data from VALOR | and I
CY14 Goals — Continue Data Collection

LIFinish collection of round 2 data

[JStart Round 3 data collection

CY15 Goal — Complete Data Collection and Analyze Data
[J Finish collection of Round 3 data

1 Continue data analysis and prepare database for future use
Comments/Challenges/Issues/Concerns

* No concerns

Budget Expenditure to Date

Projected Expenditure: $347,524

Actual Expenditure: $274,746
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